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Food and Drug Administration, HHS § 500.51 

(d) For the purpose of this section, 
the term animal feed includes all arti-
cles used for food or drink for animals 
other than man. 

§ 500.46 Hexachlorophene in animal 
drugs. 

(a) The Commissioner of Food and 
Drugs has determined that there are no 
adequate data to establish that animal 
drugs containing hexachlorophene are 
safe and effective for any animal use 
other than in topical products for use 
on non-food-producing animals as part 
of a product preservative system at a 
level not to exceed 0.1 percent; that 
there is no information on the poten-
tial risk to humans from exposure to 
hexachlorophene by persons who apply 
animal products containing the drug at 
levels higher than 0.1 percent; and that 
there is likewise no information on 
human exposure to animals on which 
these animal drugs have been used and 
no information on possible residues of 
hexachlorophene in edible products of 
food-producing animals treated with 
new animal drugs that contain any 
quantity of hexachlorophene. 

(b) Animal drugs containing 
hexachlorophene for other than pre-
servative use on non-food-producing 
animals at levels not exceeding 0.1 per-
cent are considered new animal drugs 
and shall be the subject of new animal 
drug applications (NADA’s). 

(c) Any person currently marketing 
animal drugs that contain 
hexachlorophene other than as part of 
a product preservative system for prod-
ucts used on non-food-producing ani-
mals at a level not exceeding 0.1 per-
cent shall submit a new animal drug 
application, supplement an existing ap-
plication, or reformulate the product 
by September 29, 1977. Each application 
or supplemental application shall in-
clude adequate data to establish that 
the animal drug is safe and effective. If 
the animal drug is currently subject to 
an approved new animal drug applica-
tion, each reformulation shall require 
an approved supplemental application. 
The interim marketing of these animal 
drugs may continue until the applica-
tion has been approved, until it has 
been determined that the application is 
not approvable under the provisions of 
§ 514.111 of this chapter, or until an ex-

isting approved application has been 
withdrawn. 

(d) After September 29, 1977, animal 
drugs that contain hexachlorophene 
other than for preservative use on non- 
food-producing animals at a level not 
exceeding 0.1 percent that are intro-
duced into interstate commerce shall 
be deemed to be adulterated within the 
meaning of section 501(a)(5) of the act 
(21 U.S.C. 351(a)(5)) unless such animal 
drug is the subject of a new animal 
drug application submitted pursuant to 
paragraph (c) of this section. Action to 
withdraw approval of new animal drug 
applications will be initiated if supple-
mental new animal drug applications 
have not been submitted in accordance 
with this section. 

(e) New animal drug applications sub-
mitted for animal drugs containing 
hexachlorophene for use in or on food- 
producing animals shall include ade-
quate data to assure that edible prod-
ucts from treated animals are safe for 
human consumption under the labeled 
conditions of use. 

[42 FR 33725, July 1, 1977; 42 FR 37975, July 26, 
1977] 

§ 500.50 Propylene glycol in or on cat 
food. 

The Food and Drug Administration 
has determined that propylene glycol 
in or on cat food is not generally recog-
nized as safe and is a food additive sub-
ject to section 409 of the Federal Food, 
Drug, and Cosmetic Act (the act). The 
Food and Drug Administration also has 
determined that this use of propylene 
glycol is not prior sanctioned. 

[61 FR 19544, May 2, 1996] 

Subpart C—Animal Drug Labeling 
Requirements 

§ 500.51 Labeling of animal drugs; mis-
branding. 

(a) Among the representations on the 
label or labeling of an animal drug 
which will render the drug misbranded 
are any broad statements suggesting or 
implying that the drug is not safe and 
effective for use when used in accord-
ance with labeling direction, or sug-
gesting or implying that the labeling 
does not contain adequate warnings or 
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